Feb=-22-00 10:34 From=- T-857 P.0z/04  F-E@8

Affachment U.1 A

v

DEPARTMENT OF KEALTN anD kuMan services | APPLICATION FOR A VARIANCE ’;:fm Aw';:“- gmu N°-3 ‘:9 ‘;::25
Public Mealth Service RO F 4 FO A preton Daty: October 3%,
Food ana Prug Aaminisuauen FL ASNE‘ 21 CFR 7040.1 1|;7§PL : Sco Pege 4 for OMB Siatemant.

R US‘HT HQW Y. DOCKET NUMBER
NOTE: No laser light snaw, projection sysipm, or dovies May vary lrom comphiance with 21 CFR 1040-1 ch i dosign ar uso without the approval of
this appheaten in szcorgance sy 21 CFR 1010.4.

INSTRUCTIONS
- Check sl spplhicabie bOXES 5nd typo OF PrNt iNe 3. Mail your apphcation to the Dockats Managomant Beanch (11FA-30%). Food anc
requetted information. Orug Admanistrstion, Room 1-23. 12420 Pariawn Drive. Rockyifla. MD 20852,
2. Submit an angmnsl andg four (€) caples, 4. Enter aockel number i assigned.

oC Ghon ArT BProducT:onL

E AND LE OF . NE NO, finckste areo code) S, PATE OF SUBMISSION

enne ex O 0893 ov- 40,1999
YEARS FROM THE PATE OF ISSUE. @ .
mer-l- the Agency wil approve 8 veriance (or only (wa years. i » longer poiad is requested. g JSUTeaton must e »rtached s part of Wne applacotion.]

7. PROPUCY DESCRIPTION AND USE -
= {a. UST NAME AND/OR MODEL NUMBER)S) FOR THE LASEA UGHT SHOW|S) AND PROJECTORIS) -~ 5we gy "=rihsnz Tased

f ronctaons Usains Tmzer A0t ms=vias  oc) '] elamas TTTO nn ~“:LD__._T__..1._:.:1P ~ I
». PROQUCT FOR wmcunv».maNCEISREQuESTEo 1. PROPUCT IS INTENDED TU BE USED AT ANY ONE LGCATION ’ -

[ ajaser qsplay dovica O More man 15 days ‘ :> -Q:E;: - l
O a projactor 1ar & laser hght show O Mors man 5 Put not mors than 15 days oza - "I 1
OF A waser figne stow B Less than & cays reex LS4 11
1 otner (Spexiry) 9- TOUR IS INTENDED TO RUN FOR et
<. {J PROJECTORS ARE INTENDED FOR SALE, LEASE, DA LOAN TO [ Moro vian € monms corojector nsre Viou
OTHER LASER LIGHT SHOW PRODUCERS 3 1-6 moams cercaiigu)l
o. PRODUCT IS INTENDED FOR USE IN A O Less than one montn Refer to “arianke
0 Pranctarium or other dome projection structure X Not apphcable (Nof & tour) T == A
mThaatcr U ouwner iSpeatys Svi=C13] _—:.».-.EE:‘S:‘:;;.‘L
0 Hotelimotet ballkoam or meetng reom h. PRODUCT UTIUZES THE FOLLOWING LASER EFFECTS e
{7 Srore displays g Front screen projecuons
(3 Trace snow or canvention 5N uSs "L 1L rrlosrdly Rear screer prajections
O Discothoque ar nigm el £& hell . Sci00ol O Holographic displays
3 pavition Symnasiacse. sun o 3y {3 mutiple raflectionidffraction sifacts
- 0 Ingoor ayena o pooser ia oagl O Awgience scanning fAlso dncludes Scanning any accessidlc
3 outacor arena t7zes o Tacaiicn ; T vncangallcd araas)
3 Museum A0y Quzizasr o.owe |3 D Rellectons rom swatienary mirrors or mirrorea
Quidoor unanclosed sroa 2S€ onliv scren o ~toien —Spdim:_s {Becan Maticas)
Ouwer {Spseityl NO-—resessisns 1410 ) Statonary sradiation of fotaung macor balls, exc.
e PRODUCT S ‘lNT ENDED TO BE USED onon ) siranace. {3 Scanning magaton of rarazmg mivar balls, 61c.
O At only one (Rsed) location - ~ D) Fiber optic projections
O At s vaciery ot (Tours locations - f Fog. smoka, or other salllﬂnng enhancement effects
X owner (specify) 55 e [Iorman{e®™ D ower (Specity) _
8. o oe poolted n LT @SER'RADIATION LEVELS s
LASER MEDIUM LAs, HaNe, orc.) WAVE LENGTHS (i PEAK POWER (warzs/

HelNe " | 20 milliwalls

5. IF ANY LASER RADIATION 35 PULSED OR SCANNER, Cl%vf THE Pu ouam YE AND SCANNNG FREQUENCY ND AMPUTUPE
Vri ec I

5cannh:pg rafes are S W) rform e
which Urely on scannin To meel QCcess, expo re L or
7y

10.R ON FOR REQUESTING VARIANGE
Coqpliance with the imits ot 21 CFR 1040.11(c] would restict tho intended yse of the product pecause complance would @

LIt the OUTDUT Power 1o tha axtent Ut e Sesued elfscls wauld Aot be sulliciently wsible

O ower or agutionat explanation (Specifyl 34 q

ooV -07Y _ yAR/ qqp}%iqa -6
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ATlachmenT H.1 B -

1t is proposed to dawiate from tho provisons of 21 CFR 1040.1 1ic) in that Uwe accesshie amission level would cxceed the

Y. M%NER IN wHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD
accessible emission imits specilied in 21 CFR 1040.11(c)-

0 1t is proposed to gaviate from the provisions of 21 CFR 1040.11(c) as Tollows:

12. ADYANTAGES TO BE DERIVED FROM SUCH DEVIATION

Lasar ight snows and dispidys are accaplod populds Media In gniortainmont and the ¥1s. Use of powar levels in axcass
of the Iimits imposed by 21 CFR 1040.11(c) 15 nocossary to acivave the required offocts in o o

U Orner or aagitionsl aavantages fdescrde snd explun). - .
A#s onal advanfage is kaf add: }ional power will enbanc:
¢llecls in f{l)ca cannol be ful/y darkenecl

wofph whic

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO 8€ PROVIDED. Cneck a3 many paxes as oppty. in ivam 14 “Romacks, *
Fasaty any Doses nat chocked, using eddivanyl shoaly ps NOCESSAry. Sila sny ovor means of radaton protecvan that will po uscd.)

3. QAH taser products, $y3lems, shows, and projectors will be carified 1o eamply with 21 CFR 1040.10 ang the conditions of Tis variance
and will be reported as required by 21 CFR 1002.10 AND 1002.17 using The fcportng guides prowded for such purpose. Thess actions
wifl bo accamplishmd priof 1o BNy INUEGUELON N1 Commmerco.

b-wﬁﬁucﬁ_rﬂ pecifically ingi in Uus vafance sppikcation will not Do Porformad. No ather affects will De 80ded LALI an amendmaont 1o
e vanancs Nas bosn oblained and e required fopons of supplomants, as 3pphcadle, N3ve Deen SUDMITICd.
X

Scanming. projecuan, or reflocton of lasor und collatersl radiation (Lght snew radiaton/ nle adicnce or other accessible uncontalied

3reds will not de permitted except for diffuse reflcctions praduced Dy the pimasphare. added atmospheric scattering moedia. and target
3agcons.,

G-N Laser radiayon levels in pacess of the limwts of Cass | will nol be permitied atl any point kess Wian 3.0 melels sbowe afly surface wgon
which persons other than operalors. performars. of employses e parmittsd fo stang ar 2.5 meters pelow or ; Jawral separadon from
30y piaco where SUCh persons ara parmitied Yo be. Operatars, purformers, and cmployees will not Be foQuired of allowred (o visw
fadiaton above the limits of Class | of e expased W fadiation sdove o Lmits specificd In 21 CFR 1040.114q.

e. 0 any Proquct whieh relies on SCaNNINg 1o Mect ACCess, SaPAsWA, Of Product C1ass himns will incarporate a scanming safeguard system
which dycctly Schses SCINer Motion and which will foact fast enoygh 1o pfeclude sxccoding tho applicable Hmit.

f. ﬁ Al laser light shows shall ba under the diroct and porsanal conlyal of rained, campetent cprrator|s). Tha aperator(sj will:
{1} Be an employea of tha variance holder who will be responsitie for 1hs raining and the conduct of the operayor’
i2) Be locstcd whcere all Poam pans can be directly observed at all times; and

31 Immediately terminate the emigsion of AT show radiation i the svent of any wnsale candilian: or, {or QYtdoar Shows. LPON reguest
by any ajr watfic copwrol afficiats.

g- NTne rmaximum laser projectar auput pawer wil fot exceed the lovel requirad 1o oblain the intended etfacts.

R a}'hﬂ ojection SYStem fi.e., 2he projector and aif ther ComPonents used 1o profuce Uie kghting effecis) will be securchy mounted of
WTUmotiiZzad  provent unintendsd Movament of misuafignment. Beam masking will Po provided as an inperent part of the system design
W provent overfilling of scraans, beam stops, Largats, eic.

i u Lager projestars will not be delivered to any ofher party under an sgreement of sale, lease, o loan unless and LNW tha reciplent

demonsTates TR Thwy haws B vanance in offuCl ot Te.time al.dslivery thal pesmits them Yo proguce [3ser gt shows incorporatng
such projectar(s). iy

j- 0 In saditan 1o Te requiremants of 21 CFR 1040. 10(h}. Uy mamufacturer of laser projectors/sysStoms will provida 1o PaTiass Who Pul-
chase. lease, of Dorfow the equipment, 3dequats ysars” lnastructions fer safe installation and operation which expiain the respansidility of
e Fecipont us an {dspendant ight Show mamTacTure! to SUDIMIT the Tequired reperts Bnd sbply for and obtain 8 varlance from CORW
prior 1 INToduction into commarca of any laser Eght ERows. )

L“ The requirements of 21 CFR 1002.30(a}{1} 8na (2) will Do sccomplished Uvowgh the wse of written procadwuras for satwp, slignment,
Te51ng, sng partarmance of each sNow. these procodures wisl be Iy sufficient darall ta ensure comphiance with 21 CFR 1040.10, The
canditons of uws variance, and the conyol of secesq 1o radiation areas using the procedures doscribed in the ANSIZ136,1 standarq far

- Wve safe ysq of lasers (Americen Madanal Standards insonute. 1430 Broaadway, New York. NY 10018] or arvy othec equivaleny usor
consensus sLanaacd and, whare applicadla. state or bocal requrements. Laser radiation aoas whicn can contain radiation levals abave
e Lmits specificd ia 27 CFR 1040.1 1{c) will do cloarly dentfied Dy tha posTing of warmng $:GNs and/or reswictng BCcess Ywough
physical means (AUl 45 prassere swiltehes, photo cclls. pRrriars, gusrds, arc.j. Thase raquiremonts agply 1o tomporary aroas [S«eh 85
quring sat up pnd abgnmient procedures) 3na to Gnal or parmanent areas. The variancs holder will ratsin tho records of thess procegures
and The resunts of 3l rasts 83 requucd by 21 CFR 1002.37. A copy of tha variance application, the apprawal larter, current pracedures.
and fecaas relating (0 aach particuiarn SNOw will De wilh (e 0Se(ILNF Of aTher fasponsidle individual And wil be made availadle for
inspection By FDA and other responsible 3uthariles,

bt
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[ HAQvance writien notilication wi be made a5 carly 85 posslile 1o appropriate 1aderal. State, and focal authoriues praviding show itincrary
wilh) datss and lacations claarly 3nd complaicly identifd. and a Basic descripton ot the proposed etfects incowding 8 statement of the
MBxiMum Power oulpul INended. Such notirslons will bo made, Dut not nocessanly be hmied. Yo;

{1} Thae Canter for Devices ano Radiological Hositn. Office of Compliance [HFZ-342), 2098 Gaither Road. Rocxville, MD 20850, providing
e invsial 3nd closing dates for fixed instalkations end tha itnerary for mabile shows. In addnion, unless all aspects of oach show Nove
bewn reported and PCCOSEION NUMbarg cleardy referencad, sach notics will inchude dewiled descriptions of sach show and a listing of aff
affocis 1o Do parformod in sutficient Jeall 10 confem CoMpPhance with the feguiatiohs Bnd W3 Vanance.

{21 Tha Federal Aviation Administation (FAAJ for any prejoctions inte open aWSPRCo 3t any LM th.e., inckeaing 381 «p. a_lignman:.
rehearsals. performances. afc.]. It the FAA abjects to sny laser cffects, T objoctons wili be rossived and any conditions requested by
FAA will bo aanered to. If theso conditions cahnat Be mat, 1he objactonrabla effacts will ba daleted from The Show

(3} Stato ang local redistion contyol oHices/agencies for 8l sNaws tn ba performad within el Jxisactions, Al fequirements of state ana
1ocal law wifl Do salisfied and sny objuctions raised by local aulhoritas will be rusolved or tha offects doloted. (R st of federa/ and
stato olfices is availabia from he Center for Devices and Radalogical Healh upan requast.]

14. REMARKS

136 No effecls will be performed which rely on
Scagm{)j fo meel access , exposvre, or
JC

pro class limifs
I3 No projeclors/ systems will be sold, leaseq
J  or loaned tfo any ofher parfies.

-

CERTIFICATION

1 CERTIFY wthart all of the above information and SLTGMCNLS 3re e, compiate, ard covect 10 tha best of my knowledge and aclm_owledaﬂ
hat my vananca application may be danicd of My valisnce may Ba ravoked if this apghication is found to be faise. misleading o incorrect
in any material way. | have submirted and will subMit All roparts required By 23 CFR 1002.10 and 1002.11 on e laser equipment and
shawl(s). | further wndorstand what | Mdy ba required Dy fegulation or by me Diractor. Centor far Devicas and Radialogical Health, o supply
such ather infarmation as may ba necessary to avaluate and act an this applicarion,

19. SIGNATURE, Y6. NAME (Type Qr Print) . |Y7-TITLE N
Hommald ﬁ@”’wﬁ-’»‘ Kennelh Rozanski | technician




